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DEPARTMENT OF HEALTH AND HUMAN SERVICE Southwest Region
q 2V93J

Food and Drug Administra~on
Denver District Office
Bldg. 20-Denver Federal Center
P.O. BOX 25087
6t” Avenue & Kipling Street
Denver, Colorado 80225-0087
Telephone: 303-236-3000
FAX: 303-236-3100

December 13, 2001
WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. Ronald E. Eames
President/CEO
lMedical Device Services, Inc.
144 West Brigham Road, Building E
St. George, Utah 84790

Ref. #: DEN-02-07

Dear Mr. Eames:

On June 11 through 15th, 2001, Investigator Ricki A. Chase-Off of our office conducted an
inspection of your establishment in St. George, Utah. Our investigator determined that your firm
reprocesses various single use devices such as general surgery, orthopedic, laparoscopic and
cardiovascular instruments, including biopsy forceps, needles, bums, drill bits, saw blades,
trocars, retractors, blood pressure cuffs, catheters and guidewires. These are devices as defined
by Section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act).

The above stated inspection revealed that these devices are adulterated within the meaning of
Section 501 (h) of the Act, in that the methods used in, or the facilities or controls used for
manufacturing, packing, storage, or installation are not in conformance with the Quality
System/Good Manufacturing Practice (QS/GMP) for Medical Devices Regulation, as specified
in Title 21, Code of Federal Regulations (21 CFR), Part 820. The deviations are as follows:

“

1. Failure of management with executive responsibility to effectively establish and maintain
quality system requirements, as required by 21 CFR 820,20(b)(3)(i). For example:

Management review failed to identify inadequate or missing aspects of the quality system
requirements, such as inadequate SOPS, inadequate training of employees, inadequate
record keeping, inadequate quality audits, lack of design controls and failure to
adequately validate processes and equipment.
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2.

3.

4.

5.

Failure to establish procedures for identifying training needs and to ensure that all personnel
are adequately trained to perform their assigned responsibilities, as required by 21 CFR
820.25(b). For example:

Employees performing internal quality audits and manufacturing tasks have not been
trained in the Quality System Regulations that pertain to their areas of responsibility,

Failure to validate a process with a high degree of assurance and have that process approved
and documented according to established procedures, as required by 21 CFR 820.75(a). For
example, the following processes have not been validated:

a. Sterilization and the ~~%> ETO sterilizer used to sterilize all devices. You have not
perfo~med validation to demonstrate that the cycle parameters used, under worst case
conditions, assure all the products that you reprocess are sterilized or that there is no
adverse action on the devices by the ETO gas. Further, yoLlhave not assessed the
aeration process in the ETO sterilization cycle to ensure that residual levels of ETO gas
and its reaction products on devices are acceptable,

Your filml’s response of August 14, 2001, states that the _YXXXX5X< sterilizer was
calibrated at the time of installation and in accordance with the instructions of the
510(k) for the sterilizer, 1Mx>x. The validation testing for sterilization process, LAL,
bioburden, and residuak will be completed by October 10, 2001. This response is
inadequate in that calibration by itself cannot provide assurance that the requirements of a
sterilized product can be consistently flllf~lled. Further, your response implies that the
only remaining tests to ensure validation of the sterilization include endotoxin, bioburden
and ETO residuals.

b. There is no evidence to demonstrate that the packaging is appropriate for ETO
sterilization.

Faike to validate computer software for its intended use according to an established
protocol prior to approval and issuance, and document the results of these validation
activities, as required by 21 CFR 820.70(i). For example:

a. The associated colnputer hardware and software used to identify incoming devices.

a. Software used to control the production and assignment of work orders and the control of
master SOPS.

c. The software and hardware used to print labeling.

Failure to establish and conduct procedures to control the design of the device in order to
ensure that specified design requirements are met, as required by 21 CFR 820.30. For
example, your fiml has failed to establish design control procedures to include design and
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development planning; design input; design output; design review; desibgnverification;
design validation; design transfer; design changes and creation of design history files.

6. Failure to develop, conduct, control, and monitor production processes to ensure that a device
conforms to its specifications, as required by 21 CFR 820.70(a). For example:

There were no procedures established for potency testing established for ~

X.<XXXX ~lsed as an initial method for decontamination of incoming devices.

7. Failure to establish and maintain procedures to adequately control environmental conditions,
as required by 21 CFR 820.70 (c). For example:

a. Your firm uses .VXZ biological indicators to confirm a SAL of 10-6. The
indicator instruction sheet states that the indicators require storage temperature of 59-
86°C at a relative humidity of 35 – 60%. There is no documented evidence that these
biological indicators have been properly maintained in accordance with the written
instructions.

8. Failure to establish and maintain procedures to prevent the contamination of equipment or
product by substances that could reasonably be expected to have an adverse effect on product
quality, as required by 21 CFR 820.70(e). For example:

Your firm has failed to establish procedures to prevent contamination of devices by
certain substances. Your “Standard Operating Procedures (.,%> =) for the
Decontamination Area” and “Standard Operating procedures ( HXX) for the Final
Cleaning Station” require the use of the lubricant, ~ ~,to be applied to various
devices to prevent rusting. There is no evidence that your firm tests for the presence of
any residue from this lubricant, or has procedures in place to assure that any residue has
been removed prior to distribution of the devices.

9. Failure to ensure that all equipment used in the manufacturing process meets specified
requirements and is appropriately designed, constructed, placed and installed to facilitate
maintenance, adjustment, cleaning and use, as required by 21 CFR 820,70(g), and to
establish written procedures for the adjustment, cleaning and other maintenance of
equipment to ensure that inanufacturing specifications are met, as required by 21 CFR

(g)(l). For example:
.

a. There is no documentation to demonstrate that installation and operational
qualification have been performed on the following pieces of manufacturing
equipment: ~~~x’’.x’X ETO sterilizer” t ~ X Xx>-, blister pack sealing
machine; Impulse sealer, > Y N XX ~ ~ and the x-3 Lift Sealer, ~>~
xx.
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b. There is no evidence of any written procedures for the routine and preventative
maintenance of the above manufacturing equipment or for the oximeter and
conductivity meter used in Final Inspection,

10. Failure to establish and maintain procedures to control all documents, as required by 21 CFR
820,40. For example:

Your Quality Manual states that the Managing Director is responsible for document
control and issuance. However, none of the Quality Manual Procedures or SOPS are
signed and dated as having been approved by the Managing Director.

Your firm’s response of August 14, 2001 states that the managing director signed and
dated the documents and this was shown to the investigator prior to the close of
inspection.

This response appears adequate, however the con-ect implementation of the procedures
will require verification during the next inspection,

11. Failure to establish and maintain adequate procedu~es for receiving, reviewing, and
evaluating complaints, to ensure that all complaints are processed in a uniform and timely
manner, oral complaints are documented upon receipt and that complaints are evaluated to
detelmine whether the complaint represents an event which is required to be reported under
the Medical Device Reporting regulations, as required by 21 CFR 820.198. For example:

a. All complaints are not documented and evaluated . According to Section XX% i,
“Corrective Action as a Result of Customer/Client complaint” of your Quality
Manual, the Managing Director only enters infer-rnation in a Corrective Action
Report if the complaint reflects a lmaterial deviation from quality control.
Complaints that do not appear to relate to quality issues are not documented.

b. Complaint handling procedures do not require a review of all complaints to
deten-nine if the complaint should be reported as a Medical Device Report.

c. Complaint investigation records do not include required information including the
name of the device; any device identification and control numbers used; the ftdl
name, address, and phone number of the complainant; any response to the
complainant and any supporting documentation of the investigation,

.

12. Failure to establish and maintain adequate procedures for implementing comective and
preventive actions that employ appropriate analytical and statistical methodology, as required
by21 CFR 820.100(a)(l) or to investigate the cause of nonconfolmities relating to product,
processes, and the quality system, as requiredby21 CFR 820. 10O(a)(2). For example:

Your film has failed to document, trend or apply appropriate statistical techniques to the
following sources of quality data: rejects; rework; nonconforming materials; corrective
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and preventive actions; procedural and/or document changes and unscheduled
maintenance activities.

13, Failure to maintain device master records (DMRs) as requiredby21 CFR 820.181. For
example, your firm does not have DMRs for any of the devices, types of devices or families
of devices you process.

14. Failure to establish and maintain a Device History File for each type of device, as required by
21 CFR 820.184. For example, there is no evidence that the following information required
to be kept in the DHR is documented:

a A record of the lot numbers of the biological indicators used in confirming the. .
sterilization of each lot of product.

a. Acceptance records to demonstrate that reprocessed devices met specifications prior
to release.

b! Documentation of any rework activities.

c, The primary identification label and labeling used for each finished device.

15. Failure to assure that labeling is not released until a designated individual has examined the
labeling for accuracy, authorized the release of the labeling, and documented it in the DFIR,
as required by 21 CFR 820.120(b). For example, your film failed to have a written
procedure for documenting label review, reconciliation and approval by an authorized
individual in the DHR.

16. Failure to establish procedures for the acceptance, inspection, testing or verification of
incolning product in order to demonstrate conformance to specified requirements, as required
by 21 CFR 820.80(b). For example, there are no written procedures of acceptance or
rejection for the following materials:

a. Packaging materials (i.e. Tyvek and impermeable bags).

b. Biological indicators used to confirm the sterilization of devices.

c. Disinfectants and sterilants used in cleaning and sterilizing devices.

Failure to establish ‘and maintain procedures for quality audits to assure that the quality
system is in compliance with the established quality system requirements and to determine
the effectiveness of the quality system and document the results of the quality audits, as
required by 21 CFR 820.22. For example:
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Your audit procedure does not address the areas to be audited or what will be reviewed in
each audit area.

We are in receipt of your correspondence dated June 29, August 14 and August 16, 2001 in -
response to the FD-483 issued at the conclusion of the inspection. The adequacy of your
proposed corrective actions can not be evaluated without the inclusion of documentation
referenced in your reply. Please enclose procedures, schedules, forms, validations, revisions,
examples, internal memoranda, and other documents relative to corrective action in your
response,

The above identified deviations are not intended to be an all-inclusive list of deficiencies at your
facility. It is your responsibility to ensure that your establishment is in compliance with all
requirements of the Federal regulations. The specific violations noted in this letter and in the
Foml FDA-483 issued at the conclusion of the inspection may be symptomatic of serious
underlying problems in your establishment’s quality system. You are responsible for
investigating and detemlining the causes of the violations identified by the FDA, You also must
prolmptly initiate permanent connective and preventive action on your Quality System.

Federal agencies are advised of the issuance of all Warning Letters about devices so that they
may take this infomlation into account when considering the award of contracts. Additionally,
no premarket submissions for Class III devices to which the QS/GMP deficiencies are
reasonably related will be cleared until the violations are corrected. Also, no requests for
Certificates to Foreign Governments will be approved until the violations related to the subject
devices have been corrected.

YOL1should take prompt action to correct these deviations. Failure to promptly correct these
deviations lmay result in regulatory action being initiated by us without further notice, These
actions include, but are not limited to, seizure, injunction, and/or civil penalties.

YoL~should notify this office in writing within fifteen (15) working days of receipt of this letter
of any other additional steps you have taken to comect the noted violations and to prevent their
recurrence. If corrective action cannot be completed within fifteen (15) working days, state the
reason for the delay and the tilme within which the corrections will be completed.

Your response should be sent to Regina A. Barren, Compliance officer, Food and Drug
Administration, Denver District, P. O. Box 25087, Denver, CO 80225-0087. If yoLlhave any
ftu-ther questions, please feel free to contact Ms. Barren at (303) 236-3043.

Sincerely,

District Director


